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DETAILED ACTION 

1. Applicant's election without traverse of Group I and the 
antibody species of SEQ ID NO:45, filed 6/08/09, is 
acknowledged. 

Applicant argues that a specific method species election 
requirement should not be applied to Group I. 

The specific method species election requirement was issued 
to differentiate antibodies intended as immune stimulators, 
viral entry blockers, and immunotoxins . Upon reconsideration 
however, the specific method species election requirement has 
been withdrawn. 

2. Claims 10, 11, 14-18, 33, 34, and 36-47 are withdrawn from 
further consideration pursuant to 37 CFR 1.142(b), as being 
drawn to a nonelected inventions. 

Claims 1-9, 12, 13, 19, 20, 31, 32, and 35 are under 
examination. Note the claims are under examination limited to 
the elected antibody species of SEQ ID NO: 45. 

3. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

4. Claims 1-9, 12, 13, 19, 20, 31, 32, and 35 are rejected 
under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the 
invention. Specifically, there is no evidence of record that an 
antibody defined by a single CDR could bind DC-SIGN nor function 
as claimed in the dependent claims without undue 
experimentation . 

The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an undue amount of experimentation. Undue experimentation must 
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be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
the inventor, the existence of working examples, and the 
quantity of experimentation needed to make or use the invention, 
see In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988) . 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970) states, "The amount of guidance or direction needed to 
enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability 
in the art." "The "amount of guidance or direction" refers to 
that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that 
is known in the prior art about the nature of the invention, how 
to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated 
in the specification. In contrast, if little is known in the 
prior art about the nature of the invention and the art is 
unpredictable, the specification would need more detail as to 
how to make and use the invention in order to be enabling" (MPEP 
2164.03). The MPEP further states that physiological activity 
can be considered inherently unpredictable. With these 
teachings in mind, an enabling disclosure, commensurate in scope 
with the breadth of the claimed invention, is required. 

The claims recite an antibody defined by the single 9 amino 
acid CDR of SEQ ID NO: 45. Independent Claim 1 recites an 
antibody that need be only be 80% identical to SEQ ID NO: 45, 
i.e., an antibody defined by just 8 amino acids. A review of 
the prior art reveals that such an antibody would not be 
expected to function as claimed, i.e., specifically bind DC- 
SIGN. See, for example, De Pascalis et al . (2002) wherein the 
authors teach that residues from all 6 CDRs participate in 
antigen binding, and then only when grafted onto particular 
frameworks. Lamminmaki et al . (2001) discloses similar 
findings. The authors teach that in a crystal structure of an 
exemplary antigen-antibody complex, while CDR H 3 plays a prominent 
role in binding, all CDRs in the V L also make contact with the 
antigen . 

Regarding mutated antibodies with as little as 80% identity 
to the antibody of SEQ ID NO: 45, a review of the prior art shows 
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that substituting amino acids within an antibody chain can be 
highly unpredictable and generally produces a non-functional 
antibody. See, for example, Chen et al . (1992). The reference 
teaches that when 4 6 single random point mutations were 
introduced into an antibody, 20 non-functional antibodies, 6 
reduced-function antibodies, and no increased-f unction 
antibodies were produced. And note that these mutations were 
not limited to mutations in the critical CDR binding regions of 
the antibody (which would be expected to further adversely 
affect antigen binding) . 

Also note that the antibody of the dependent claims has 
been claimed by additional limitations that have not been 
demonstrated. For example, the antibody of Claims 5 and 6 has 
been claimed as a vaccine and the antibody of Claim 35 has been 
claimed as a therapeutic agent for treating cancer. These 
limitations raise the enablement bar even higher. Vaccines 
encompass the complete prevention of any disease for which an 
antigen has been identified (Claim 5) or the prevention or cure 
of cancer (Claim 6) . Regarding the antibody of Claim 35, 
neither the antigens employed not the types of cancer to be 
treated are disclosed in the specification nor recited in the 
claims. Thus, the antibody should be able to provide an 
effective treatment for any type of cancer employing essentially 
any type of antigen. Clearly, an antibody claimed that broadly 
is not enabled by the instant specification nor the prior art. 
Regarding the antibody of Claim 19 that can effectively block 
the binding, infection, or transmission of numerous viruses, 
bacteria, and parasites, there is no such showing in the 
specification. While the prior art teaches that HIV may bind 
DC-SIGN (said binding facilitating the entry of the virus into 
CD4+ T cells) there is no nexus between said HIV binding and the 
binding, infection, or transmission of any of the other 
pathogens of the claim. And even as regards the binding of HIV 
by DC-SIGN, Geijtenbeek et al . (2000, IDS) teaches that the 
virus merely binds DC-SIGN and does not use the receptor to 
facilitate entry into DCs. Thus, the blocking of DC-SIGN with 
the antibody of the claims would not be expected to have any 
effect on the infection of the DCs expressing the DC-SIGN 
receptor. Accordingly, given that the specification provides no 
data regarding the treatment or prevention of any disease or 
condition, nor the effective blocking of the binding, infection, 
or transmission of the numerous viruses, bacteria, and 
parasites, of the claims, the specification fails to provide 
enablement commensurate in scope with the breadth of the claims. 
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For these reasons the antibody of the instant claims would 
require undue experimentation to produce and use as claimed. 

5. Claims 1-9, 12, 13, 19, 20, 31, 32, and 35 are rejected 
under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art 
that the inventor, at the time the application was filed, had 
possession of the claimed invention. 

Under Vas-Cath, Inc. v. Mahurkar , 19 USPQ2d 1111, 1117 
(Fed. Cir. 1991), to satisfy the written description 
requirement, an applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he 
or she was in possession of the invention, and that the 
invention, in that context, is whatever is now claimed. 

There is insufficient written description to show that 
Applicant was in possession of an isolated antibody that binds 
DC-SIGN described only by the CDR of SEQ ID NO: 45. The 
specification discloses that the screened libraries comprised 
IgGl and IgG2a antibodies that were screened for DC-SIGN 
binding. The sequences of these antibodies are not disclosed 
except as in Figure 4 wherein separate V L and V H are shown. It 
is not disclosed, however, which V L form a functional antibody 
when paired with which V H . Accordingly, the specification 
discloses only a function, i.e., DC-SIGN binding, but no common 
structure nor representative complete antibody species. 
Additionally, no antibodies comprising just the CDR of SEQ ID 
NO: 45 are disclosed. Given these facts, one of skill in the 
art would conclude that the specification fails to adequately 
describe the antibody of the instant claims. See Eli Lilly, 119 
F.3d 1559, 43 USPQ2d 1398. 

6. No claim is allowed. 

7. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Ram 
Shukla, Ph.D. can be reached on (571) 272-0841. 
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8. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 

about the PAIR system, see < h 1 1 p : / / p air-dr . . 

Should you have guestions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



